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Page 1 0f 10/ Crtp. 11310

Name of product /

HaumeHoBaHHe MPOTYKIHHA

Momate Rhino Advance /
Mowmart Puno Ansanc

Generic name /
HenaTenToBanHoe
HauMeHOBaHHUe

Azelastine + Mometasone metered-dose nasal spray /
A3enacTvH + MOMETa30H CIIpel Ha3aJlbHbIA JO3UPOBAHHBIN

JeiicTBylolue BemecTsa

Each spray delivers / Kaxxgas no3a crpest Conepxur:
Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr

140 pg + 50 pg / dose

Date of Mfg. /

Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BojacTBa 05/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 10 04/2028
JlekapcTBeHnnas popma Crpeii Ha3aJIbHBIN JO3UPOBAHHBIN
product code SRU0300082460401DM Date of release / lata poimycka 24.06.2026
O/I MPOAYKTA
o Qty. Released / 23544 BOT
Batch No / Cepust Ne 12260616A KoAMuecTBo BLIMyIeHo 23544 axoros
Batch size / Pasmep cepuu 25395 bot / 25395 duakoHOB Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JULeH3UA Ne
Inspection Lot No 040000664099 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpou3BoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crennduxanus Ne SPC-CC-034950/8.0 CITH Ne 026675/3.0
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / address / .
AsenacTiia Cepust No F400-26001 Moonsso Spain / Ypkeuma C.A., ApHay-ne-Bunanosa,
API information / - HOXJTTI;HH P h I;l anpec 22-42, 08105 Cant-®ocrt-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al waip Bapcenona, Mcnanus
ADC Mometasone Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / MTC- 03/25 address / | Solomeo di Corciano (PG), 06073, Italy /
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3YJIBTATBI

1. Appearance / Onucanue

White to off-white suspension / benas wiu
nouTH Oestast CyCreH3us

Off-white suspension / I[Touru Genas

CYCIICH3HS

2. Identification / Unentuduranus

a) Azelastine hydrochloride /
A3zenacmuna zudpoxnopuo

HPLC/B32)XXX

The retention time of one of the main peaks
in the chromatogram of test solution should
comply with that of Azelastine
hydrochloride peak in the chromatogram
of standard solution (see "Assay” section).

The retention time of one of the main peaks in
the chromatogram of test solution complies
with that of Azelastine hydrochloride peak in
the chromatogram of standard solution. /
Bpemsi ynepKuBaHHS OJHOTO W3 OCHOBHBIX

/ Bpemsi ynaepKuBaHWS OJHOTO W3 | MIHKOB HA XPOMAaTOrpamMMe HCIBITYEMOIO
OCHOBHBIX IIMKOB Ha XpoMaTorpamMMe | pacTBopa COOTBETCTBYET BpPEMEHH
UCIIBITYEMOTO pacTBOpa JOJDKHO | YAEpKUBaHUS hiziel a3eracThHa
COOTBETCTBOBATh BPEMEHM YIEP)KHBAaHMS | THAPOXIOpHIA Ha XpoMarorpamMmme
NMKa a3ellaCTHHA THIPOXJIOPHAA HA | CTaHIapTHOTrO PacTBOpa.
XpoMmarorpaMMe CTaHIapTHOTO PacTBOpa
(cm. pasnen «KommaecTBeHHOE
OTIpeIeNICHUEY ).
Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Ilognuch Yogesh Mehta Arun Patyal Sandeep Semwal
Date / laTa W
14 Jul 2026 14 Jul 2026 14 Jul 2026
20:28:21IST 20:29:17IST 20:36:18 IST
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 B185¢2¢-2686-4590-9d65-3d03424bcall 728111d2-edb2-42fb-a2fa-fb3908e5d8c1
Name / ®HO Yogesh Kumar Mehta Arun Patyal Sandeep Semwal
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Sr. Manager -QA
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Page 2 of 10 / Ctp. 2 u3 10

Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarentroBannoe o o o
A3eacTHH + MOMETA30H CIpeil Ha3albHbIH 103UPOBAHHBIIL
HaHMEHOBaHHe
Each spray delivers / Kaxxgas no3a crpest Conepxur:
JelicTBylo1ue BelecTsa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BojacTBa 05/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 10 04/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401DM Date of release / lata poimycka 24.06.2026
O/I MPOAYKTA
Qty. Released / 23544 BOT
Batch No / Cepus Ne 12260616A KoAMuecTBo BLIMyIeHo 23544 axoros
Batch size / Pasmep cepuu 25395 bot / 25395 duakoHOB Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JULeH3UA Ne
Inspection Lot No 040000664099 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpou3BoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crennduxanus Ne SPC-CC-034950/8.0 CITH Ne 026675/3.0
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / 400-26001 address / Spain / C
Ase1acTHHA Cepun Ne F400- TIpousso pain / Ypksuma C.A., Apnay-ne-Bunanosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Cant-®ocrt-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al waip Bapcenona, Mcnanus
ADC Mometasone Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / MTC- 03/25 address / | Solomeo di Corciano (PG), 06073, Italy /
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3VYJIBTATHI

b) Mometasone furoate /
Momemaszona gpypoam

HPLC/B3XX

The retention time of one of the main peaks
in the chromatogram of test solution should
comply with that of mometasone furoate
peak in the chromatogram of standard
solution (see "Assay”section) / Bpewms
YIEePKUBAHHS OJTHOTO M3 OCHOBHBIX [THKOB
Ha XpoMarorpamme UCHBITYEeMOT0
pacTBOpa  JODKHO  COOTBETCTBOBATH
BPEMEHH Y/Iep)KHBaHHs [TMKAa MOMETa30Ha
¢ypoara Ha XpoMaTorpaMmme
CTQHIApTHOTO pacTBOpa (CM. paszen
«KonnuecTBeHHOE OTPEACIICHUEY).

The retention time of one of the main peaks in
the chromatogram of test solution complies
with that of mometasone furoate peak in the
chromatogram of standard solution. / Bpems
yIep>)KUBAaHHS OTHOTO M3 OCHOBHBIX IIMKOB Ha
XpOMAaToOrpaMMe HCHBITYEMOrO  pacTBopa
COOTBETCTBYET BPEMEHH YACP)KHBAHUS MHKa
MOMeTa30Ha (ypoara Ha XpoMaTorpamme
CTaHJAPTHOT'O PacTBOpA.

Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Ilognuch Yogesh Mehta Arun Patyal Sandeep Semwal
Date / laTa W
14 Jul 2026 14 Jul 2026 14 Jul 2026
20:28:21IST 20:29:17IST 20:36:18 IST
aabdbe4c-6cé64-4aad-b9b9-55de88c2aa37 £8185c2¢-2686-4590-9d65-3d03424bcall 728111d2-edb2-42fb-a2fa-fb3908e5d8c1
Name / ®HO Yogesh Kumar Mehta Arun Patyal Sandeep Semwal
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Sr. Manager -QA

DocUUID : 6daSefcb-adb8-45eb-a36¢-dbd19a77b0df

FCM/QA054/08.00


mailto:glenmark@bom2.vsnl.net.in

A new way for a new world

G

Gglenmark

Glenmark Pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom?2.vsnl.net.in

Certificate of Analysis for Finished Product /

CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO
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Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarentroBannoe o o o
A3eacTHH + MOMETA30H CIpeil Ha3albHbIH 103UPOBAHHBIIL
HaHMEHOBaHHe
Each spray delivers / Kaxxgas no3a crpest Conepxur:
JelicTBylo1ue BelecTsa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BojacTBa 05/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 10 04/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401DM Date of release / lata poimycka 24.06.2026
O/I MPOAYKTA
Qty. Released / 23544 BOT
Batch No / Cepus Ne 12260616A KoAMuecTBo BLIMyIeHo 23544 axoros
Batch size / Pasmep cepuu 25395 bot / 25395 duakoHOB Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JULeH3UA Ne
Inspection Lot No 040000664099 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpou3BoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crennduxanus Ne SPC-CC-034950/8.0 CITH Ne 026675/3.0
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / 400-26001 address / Spain / C
Ase1acTHHA Cepun Ne F400- TIpousso pain / Ypksuma C.A., Apnay-ne-Bunanosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Cant-®ocrt-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al waip Bapcenona, Mcnanus
ADC Mometasone Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / MTC- 03/25 address / | Solomeo di Corciano (PG), 06073, Italy /
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3VYJIBTATHI

¢) Benzalkonium chloride /
benzankonus xnopuo

The chromatogram of the test solution
should demonstrate peaks corresponding

The chromatogram of the test solution
demonstrates  peaks corresponding  to

HPLC / BWKX to retention times of Cj; and Cy4 | retention times of Cy; and Ci4 homologues of
homologues of benzalkonium chloride in | benzalkonium chloride in the chromatogram
the chromatogram of standard solution (see | of standard solution. / Ha xpomarorpamme
"Assay" section). / Ha xpomarorpamMmMe | HCIBITYeMOTO pacTBOpa OOHapYKHBAIOTCS
UCIIBITYEMOTO pacTtBOpa JIOJDKHBI | TIMKH, COOTBETCTBYIOIIME II0 BpEMEHaM
00OHapyKHUBaThCA IMKY, | ylIepKMBaHHUsA mukaM romoioroB Ci; u Ciy
COOTBETCTBYIOIIIE o BpeMeHaM | OEH3alKOHMS XJIOpHAA Ha XpoMaTorpamMe
ynep>xuBanus mukam romosoros Cip u C4 | craHmapTHOTO pactBopa.

OeH3aIKOHMS XJIOPUIa Ha XpoMaTorpaMMe
CTaHJapTHOrO pacTBopa (CM. paszen
«KommaecTBeHHOE ONIpeieIeHNe)).
pH 4.0t05.0/0t14,0 10 5,0 4.463/ 4,463
Density / Il1oTHOCTD 0.90 to 1.10 g/em?®/ 1.02g/cm?
Or 0,90 1o 1,10 r/em3 1,02 r/em?

5. Viscosity / Baskocts

Not less than 5 cPs / He menee 5 cIl3

40.2 cPs /40,2 cIl3

Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Ilognuch Yogesh Mehta Arun Patyal Sandeep Semwal
Date / laTa W
14 Jul 2026 14 Jul 2026 14 Jul 2026
20:28:21IST 20:29:17IST 20:36:18 IST
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Page4 0of 10/ Ctp. 4 u3 10

Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarentroBannoe o o o
A3eacTHH + MOMETA30H CIpeil Ha3albHbIH 103UPOBAHHBIIL
HaHMEHOBaHHe
Each spray delivers / Kaxxgas no3a crpest Conepxur:
JelicTBylo1ue BelecTsa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BojacTBa 05/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 10 04/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401DM Date of release / lata poimycka 24.06.2026
O/I MPOAYKTA
Qty. Released / 23544 BOT
Batch No / Cepus Ne 12260616A KoAMuecTBo BLIMyIeHo 23544 axoros
Batch size / Pasmep cepuu 25395 bot / 25395 duakoHOB Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JULeH3UA Ne
Inspection Lot No 040000664099 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpou3BoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crennduxanus Ne SPC-CC-034950/8.0 CITH Ne 026675/3.0
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / 400-26001 address / Spain / C
Ase1acTHHA Cepun Ne F400- TIpousso pain / Ypksuma C.A., Apnay-ne-Bunanosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Cant-®ocrt-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al waip Bapcenona, Mcnanus
ADC Mometasone Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / MTC- 03/25 address / | Solomeo di Corciano (PG), 06073, Italy /
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3VYJIBTATHI

6. Weight of dose released /
Macca BbICBO00K1ae€MOii 103bI

Individual dose / OTaeabnast 103a:
85.0-115.0 % of label claim / 85,0 —
115,0 % OT 3asBICHHOrO KOJMYECTBA
Mean dose / Cpennsisi no3a:

90.0 to 110.0 % of of label claim / 90,0 —
110,0 % OT 3asIBJICHHOTO KOJHYECTBA

Minimum / Munumym: 93.7 % / 93,7%
Maximum / Makcumym: 109.3 % /109,3%
Average / Cpennee: 103.4 %/ 103,4%

7. Weight of vial contents /
Macca cogepxumMoro gpiakoHa

For 150 doses: not less than 14.175 g/
Jus 150 no3: ve menee 14,175

14.469 g /
14,469 r

8. Number of doses / KosinuecTBo 103

For 150 doses: not less than 150 doses
(disregard the first pumping) / s 150
n03: He MeHee 150 no3 (He cuuras
HNEPBUYHYIO IPOKAYKY)

191 doses / 191 o3

9. Particle size / Pasmep yacTun

90 % of < 10 um particles /
90 % uacrui pazmepom MeHee 10 Mkm

100 % of <30 pum particles /
100 % yacrtur pazmepom MeHee 30 MKM

100 % / 100 %

100 % / 100 %

Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Ilognuch Yogesh Mehta Arun Patyal Sandeep Semwal
Date / laTa W
14 Jul 2026 14 Jul 2026 14 Jul 2026
20:28:21IST 20:29:17IST 20:36:18 IST
aabdbe4c-6cé64-4aad-b9b9-55de88c2aa37 £8185c2¢-2686-4590-9d65-3d03424bcall 728111d2-edb2-42fb-a2fa-fb3908e5d8c1
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Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Sr. Manager -QA
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Page Sof 10 / Ctp. Su3 10

Name of product /
HaumeHoBaHHe MPOTYKIHHA

Momate Rhino Advance /
Mowmart Puno Ansanc

Generic name /
HenaTenToBanHoe
HauMeHOBaHHUe

Azelastine + Mometasone metered-dose nasal spray /
A3enacTvH + MOMETa30H CIIpel Ha3aJlbHbIA JO3UPOBAHHBIN

JeiicTBylolue BemecTsa

Each spray delivers / Kaxxgas no3a crpest Conepxur:
Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr

140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BojacTBa 05/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 10 04/2028
JlekapcTBeHnnas popma Crpeii Ha3aJIbHBIN JO3UPOBAHHBIN
product code SRU0300082460401DM Date of release / lata poimycka 24.06.2026
O/I MPOAYKTA
o Qty. Released / 23544 BOT
Batch No / Cepusi Ne 12260616A KoAMuecTBo BLIMyIeHo 23544 axoros
Batch size / Pasmep cepuu 25395 bot / 25395 duakoHOB Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JULeH3UA Ne
Inspection Lot No 040000664099 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpou3BoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crennduxanus Ne SPC-CC-034950/8.0 CITH Ne 026675/3.0
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / address / .
AsenacTiia Cepust No F400-26001 Moonsso Spain / Ypkeuma C.A., ApHay-ne-BunaHosa,
API information / - HOX?SHH P B I;l anpec 22-42, 08105 Cant-Poct-zne-Kammcenrensc,
HAudopmanus 06 P pHa Al waip Bapcenona, Mcnanus
ADC Mometasone Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / MTC- 03/25 address / | Solomeo di Corciano (PG), 06073, Italy /
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3VYJIBTATHI
> 30 pum particles should be absent / Absent / OTCyTCTBYIOT
Yactuiper 6oaee 30 MKM TOJLKHEL
OTCYTCTBOBATh
10. | Sedimentation Stability / Not less than 5 min / He menee 5 Mmun 5 min /5 MuH.
CenquMeHTAIIMOHHAS
YCTOHYHUBOCTH

11.

Impurities / IIpumecu

a) Azelastine hydrochloride /
A3enacmuna zuopoxnopuoa:
Individual unidentified impurity /
EnvHuYHasS HEHICHTU(DUIIUPOBAHHAS
NPUMECh

Total impurities / Cymma npumeceit

b) Mometasone furoate /
Momemazona gpypoama

Not more than 0.89 % / He 6omee 0,89 %

Not more than 2.0 % / He 6onee 2,0 %

Below LOQ/Huxe IIKO

Below LOQ/Husxe ITKO

Impurity D / TIpumecs D Not more than 1.0 % / He 6onee 1,0 % 0.04% /0,04%
Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Ilognuch Yogesh Mehta Arun Patyal Sandeep Semwal
Date / laTa W
14 Jul 2026 14 Jul 2026 14 Jul 2026
20:28:21IST 20:29:17IST 20:36:18 IST
aabdbe4c-6cé64-4aad-b9b9-55de88c2aa37 £8185c2¢-2686-4590-9d65-3d03424bcall 728111d2-edb2-42fb-a2fa-fb3908e5d8c1
Name / ®HO Yogesh Kumar Mehta Arun Patyal Sandeep Semwal
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Sr. Manager -QA

FCM/QA054/08.00

DocUUID : 6daSefcb-adb8-45eb-a36¢-dbd19a77b0df


mailto:glenmark@bom2.vsnl.net.in

G

Gglenmark

A new way for a new world

Glenmark Pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom?2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

Page 6 of 10 / Ctp. 6 3 10

OaHOPOAHOCTH J0CTABJISIEMOIT
J103bI

mean;
10 of 10 doses: 65 % to 135 % of the
mean

If 2 or 3 results are outside 75 — 125 %, test
other 20 doses. Not more than 3 of 30
values may be outside 75 — 125 % range
and all the values should be within 65 to
135%/

9 u3 10 no3: ot 75 % mo 125 % ot
CpeIHEro 3HAYCHUSI

10 u3 10 go3: ot 65 % 1o 135 % ot
CpeIHEero 3HaYCHUSI

Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarenroBanHoe N o .
A3eacTHH + MOMETA30H CIpeil Ha3albHbIH 103UPOBAHHBIIL
HaHMEHOBaHHe
Each spray delivers / Kaxxgas no3a crpest Conepxur:
JelicTBylo1ue BelecTsa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BojacTBa 05/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 10 04/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401DM Date of release / lata poimycka 24.06.2026
O/I MPOAYKTA
Qty. Released / 23544 BOT
Batch No / Cepus Ne 12260616A KoAMuecTBo BLIMyIeHo 23544 axoros
Batch size / Pasmep cepuu 25395 bot / 25395 duakoHOB Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JULeH3UA Ne
Inspection Lot No 040000664099 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpou3BoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crennduxanus Ne SPC-CC-034950/8.0 CITH Ne 026675/3.0
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / 400-26001 address / Spain / C
Ase1acTHHA Cepun Ne F400- TIpousso pain / Ypksuma C.A., Apnay-ne-Bunanosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Cant-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al waip Bapcenona, Mcnanus
ADC Mometasone Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / MTC- 03/25 address / | Solomeo di Corciano (PG), 06073, Italy /
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3VYJIBTATHI
Individual unidentified impurity / Not more than 1.0 % / He 6onee 1,0 % 0.1%/0,1%
EnvHnuHas HenAeHTH(GUIMPOBaHHAS
pUMech
Total impurities / Cymma npumeceit Not more than 2.0 % / He 6onee 2,0 % 0.3%/0,3%
12. | Uniformity of delivered dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /

A3zeslacTHHA THAPOXJIOPUA:

Minimum / Munumym: 95 %
Maximum / Makcumym: 103 %
Average / Cpennee: 100 %

Mometasone Furoate /
MomeTa3oHa ¢ypoar:
Minimum / Munumym: 95 %,
Maximum / Makcumym: 103 %
Average / Cpennee: 100 %

Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Ilognuch Yogesh Mehta Arun Patyal Sandeep Semwal
Date / laTa W
14 Jul 2026 14 Jul 2026 14 Jul 2026
20:28:21IST 20:29:17IST 20:36:18 IST
aabdbe4c-6cé64-4aad-b9b9-55de88c2aa37 £8185c2¢-2686-4590-9d65-3d03424bcall 728111d2-edb2-42fb-a2fa-fb3908e5d8c1
Name / ®HO Yogesh Kumar Mehta Arun Patyal Sandeep Semwal
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Sr. Manager -QA

FCM/QA054/08.00

DocUUID : 6daSefcb-adb8-45eb-a36¢-dbd19a77b0df



mailto:glenmark@bom2.vsnl.net.in

G

Gglenmark

A new way for a new world

Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom?2.vsnl.net.in

Certificate of Analysis for Finished Product /

CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

Page 7 of 10 / Ctp. 7 u3 10

Name of product /
HaumeHoBaHHe MPOTYKIHHA

Momate Rhino Advance /
Mowmart Puno Ansanc

Generic name /
HenaTenToBanHoe
HauMeHOBaHHUe

Azelastine + Mometasone metered-dose nasal spray /
A3enacTvH + MOMETa30H CIIpel Ha3aJlbHbIA JO3UPOBAHHBIN

JeiicTBylolue BemecTsa

Each spray delivers / Kaxxgas no3a crpest Conepxur:
Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr

140 pg + 50 pg / dose

Date of Mfg. /

Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BojacTBa 05/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 10 04/2028
JlekapcTBeHnnas popma Crpeii Ha3aJIbHBIN JO3UPOBAHHBIN
product code SRU0300082460401DM Date of release / lata poimycka 24.06.2026
O/I MPOAYKTA
o Qty. Released / 23544 BOT
Batch No / Cepusi Ne 12260616A KoAMuecTBo BLIMyIeHo 23544 axoros
Batch size / Pasmep cepuu 25395 bot / 25395 duakoHOB Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JULeH3UA Ne
Inspection Lot No 040000664099 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpou3BoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crennduxanus Ne SPC-CC-034950/8.0 CITH Ne 026675/3.0
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / address / .
AsenacTiia Cepust No F400-26001 Moonsso Spain / Ypkeuma C.A., ApHay-ne-Bunanosa,
API information / - HOXJTTI;HH P B I;l anpec 22-42, 08105 Cant-Poct-zne-Kammcenrensc,
HAudopmanus 06 P pHa Al waip Bapcenona, Mcnanus
ADC Mometasone Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / MTC- 03/25 address / | Solomeo di Corciano (PG), 06073, Italy /
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATbBI
Ecnn 2 unu 3 pesynbrara BBINANAOT U3
npeaenoB 75 — 125 %, wucmeiTanune
npoBozAar ¢ 20 apyrumu go3amu. He 6omnee
3 u3 30 3HayeHHH MOTYT BBIXOAWTH 3a
npenenst 75 — 125 %, u Bce 3HaYeHUs
JIOJDKHBI OBITH B Tipezienax ot 65 mo 135 %.
13. | Microbiological purity / MukpoouoJiornyeckasi YucTora

Total aerobic microbial count /
OO0ree 4ncio adpoOHBIX
MHUKPOOPTaHU3MOB

Not more than 10 cfu per 1 ml of the
product / He Gomee 10> KOE B 1 Mmn

npenapara

Less than 10 cfu/ml / Menee 10 KOE/mn

Total yeast and moulds count /
O0mee YnCIIo IPOAIKEBEIX U
IUIECHEBBIX IPHOOB

Not more than 10' cfu per 1 ml of the
product / He Gomee 10" KOE B 1 mu
npemnapara

Less than 10 cfu/ml / Menee 10 KOE/Mn

Pseudomonas aeruginosa Absence per 1 ml of the product /| Absent/OrcyrcrByer
OrcyrcrBue B | M1 ipenapara
Staphylococcus aureus Absence per 1 ml of the product /| Absent/OrcyrcTByer
OrcyrcrBue B | M1 ipenapara
Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Ilognuch Yogesh Mehta Arun Patyal Sandeep Semwal
Date / laTa W
14 Jul 2026 14 Jul 2026 14 Jul 2026
20:28:21IST 20:29:17IST 20:36:18 IST
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 B185¢2¢-2686-4590-9d65-3d03424bcall 728111d2-edb2-42fb-a2fa-fb3908e5d8c1
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Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

Page 8 of 10 / Ctp. 8 m3 10

Name of product /
HaumeHoBaHHe MPOTYKIHHA

Momate Rhino Advance /
Mowmart Puno Ansanc

Generic name /
HenaTenToBanHoe
HauMeHOBaHHUe

Azelastine + Mometasone metered-dose nasal spray /
A3enacTvH + MOMETa30H CIIpel Ha3aJlbHbIA JO3UPOBAHHBIN

JeiicTBylolue BemecTsa

Each spray delivers / Kaxxgas no3a crpest Conepxur:
Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr

140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BojacTBa 05/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 10 04/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401DM Date of release / lata poimycka 24.06.2026
O/I MPOAYKTA
Qty. Released / 23544 BOT
Batch No / Cepus Ne 12260616A KoAMuecTBo BLIMyIeHo 23544 axoros
Batch size / Pasmep cepuu 25395 bot / 25395 duakoHOB Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JULeH3UA Ne
Inspection Lot No 040000664099 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpou3BoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-034990/8.0 CITA Ne 026675/8.0
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / address / .
AsenacTiia Cepust No F400-26001 Tponsso Spain / Ypkeuma C.A., ApHay-ne-Bunanosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Cant-®ocrt-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al waip Bapcenona, Mcnanus
ADC Mometasone Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / MTC- 03/25 address / | Solomeo di Corciano (PG), 06073, Italy /
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3VYJIBTATHI
14. | Assay/ KosmyecTBeHHOe onpeesieHHe
a) Azelastine hydrochloride / 85 to 115 % of azelastine hydrochloride | 101 %
A3enacTHHA THIPOXJIOPH/ label claim / Or 85% mo 115% or
3asBJICHHOTO KOJIMYECTBA  a3eJIaCTHHA
THAPOXJIOpHAA
b) Mometasone furoate / 85 to 115 % of mometasone furoate label | 100 %
Mowmeta3ona ¢ypoart claim/ Ot 85 % 1o 115 % ot 3asBIeHHOTO
KOJIM4eCcTBa MOMETa30Ha (ypoara
¢) Benzalkonium chloride / 80 % to 120 % of benzalkonium chloride | 97 %
Ben3zajkoHus xJopuaa label claim / Ot 80% mo 120% ot
3asIBJICHHOTO KOJHMYECTBA OCH3aJIKOHHUS
XJIOpH/Ia
Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Ilognuch Yogesh Mehta Arun Patyal Sandeep Semwal
Date / laTa W
14 Jul 2026 14 Jul 2026 14 Jul 2026
20:28:21IST 20:29:17IST 20:36:18 IST
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 B185¢2¢-2686-4590-9d65-3d03424bcall 728111d2-edb2-42fb-a2fa-fb3908e5d8c1
Name / ®HO Yogesh Kumar Mehta Arun Patyal Sandeep Semwal
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

Page 9 of 10 / Ctp. 9 m3 10

Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarentroBannoe o o o
A3eacTHH + MOMETA30H CIpeil Ha3albHbIH 103UPOBAHHBIIL
HaHMEHOBaHHe
Each spray delivers / Kaxxgas no3a crpest Conepxur:
JelicTBylo1ue BelecTsa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BojacTBa 05/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 10 04/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401DM Date of release / lata poimycka 24.06.2026
O/I MPOAYKTA
Qty. Released / 23544 BOT
Batch No / Cepus Ne 12260616A KoAMuecTBo BLIMyIeHo 23544 axoros
Batch size / Pasmep cepuu 25395 bot / 25395 duakoHOB Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JULeH3UA Ne
Inspection Lot No 040000664099 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpou3BoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crennduxanus Ne SPC-CC-034950/8.0 CITH Ne 026675/3.0
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / 400-26001 address / Spain / C
Ase1acTHHA Cepun Ne F400- TIpousso pain / Ypksuma C.A., Apnay-ne-Bunanosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Cant-®ocrt-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al waip Bapcenona, Mcnanus
ADC Mometasone Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / MTC- 03/25 address / | Solomeo di Corciano (PG), 06073, Italy /
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3VYJIBTATHI

YHAKOBKH

15. | Package appearance / Onucanue

150 doses into a HDPE vial equipped with
a dosing device and a nasal adapter with a
protective cap. A vial and a patient
information leaflet in a carton pack. / Ilo
150 no3 Bo dumakon wu3 IIDBII,
CHa0)KCHHBIN TO3UPYIOIIHM YCTPOICTBOM
U Ha3aJIbHBIM aJalTepoOM C 3allUTHBIM
KonmaykoM. DIIAKOH € MHCTPYKIHMEH T10
ME/IMIIMHCKOMY TPUMEHCHHIO MOMEIIA0T
B KAPTOHHYIO [a4KYy.

150 doses into a HDPE vial equipped with a
dosing device and a nasal adapter with a
protective cap. A vial and a patient
information leaflet in a carton pack. / ITo 150
no3 Bo (umakon u3 [IOBII, cHaGXeHHbII
JIO3UPYIOIMM YCTPOWCTBOM M Ha3aJbHBIM
aJlanTepoM C 3aIUTHBIM KoJmaykoM. DakoH
c UHCTPYKLMEH no MEIUIUHCKOMY
NMPUMEHECHHIO I[IOMEUIAIOT B KapTOHHYIO
MavKy.

16. | Labeling / MapkupoBka

In compliance with section 1.3.2 of
Module 1. / B cooTBeTcTBHE C pa3menom
1.3.2. Mogyns 1 perucTpaiiOHHOTO TOCKE.

Complies / CooTBeTCcTBYET

XpaHeHus

17. | Storage conditions / YciaoBus

3aMOpaKUBaTh.

At temperature of 15 °C to 25 °C. Do not freeze. / [Ipu Temneparype ot 15 °C no 25 °C. He

18. | Shelf-life (storage period) / Cpox
TOJHOCTH (XpaHeHus )

2 years. / 2 rona.

Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Ilognuch Yogesh Mehta Arun Patyal Sandeep Semwal
Date / laTa W
14 Jul 2026 14 Jul 2026 14 Jul 2026
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

Page 10 of 10 / Ctp. 10 u3 10

Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarentroBannoe o o o
A3eacTHH + MOMETA30H CIpeil Ha3albHbIH 103UPOBAHHBIIL
HaHMEHOBaHHe
Each spray delivers / Kaxxgas no3a crpest Conepxur:
JelicTBylo1ue BelecTsa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BojacTBa 05/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 10 04/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401DM Date of release / lata poimycka 24.06.2026
O/I MPOAYKTA
Qty. Released / 23544 BOT
Batch No / Cepus Ne 12260616A KoAMuecTBo BLIMyIeHo 23544 axoros
Batch size / Pasmep cepuu 25395 bot / 25395 duakoHOB Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JULeH3UA Ne
Inspection Lot No 040000664099 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpou3BoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crennduxanus Ne SPC-CC-034950/8.0 CITH Ne 026675/3.0
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / 400-26001 address / Spain / C
Ase1acTHHA Cepun Ne F400- TIpousso pain / Ypksuma C.A., Apnay-ne-Bunanosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Cant-®ocrt-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al waip Bapcenona, Mcnanus
ADC Mometasone Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / MTC- 03/25 address / | Solomeo di Corciano (PG), 06073, Italy /
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus

Any deviation/Incident/OOS: Non-applicable
Otkiaonennsi/HecooTBeTcTBHA/OOC: HEe TPUMEHIMO

Artworks of primary package approved: / MakeTbl NepBUYHOI ynakoBKH yTBep:kaensl: 30.01.2023
Artworks of secondary package approved: MakeTbl BTOPUYHOIi ynakoBkH yTBep:kaeHbl: 30.01.2023
PIL approved: / UMII yrBepaxaen: 17.11.2023

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control at the above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the normative document no. JIIT-Ne(001749)-(PI'-RU)-300123 and submitted specification no. SPC-
CC-034990 . The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”
3ak/0ueHre 0 COOTBETCTBUHU: HACTOSIINM ITOJTBEPKIAI0, YTO IPEACTABICHHAs BbILIe HHOPMALUS ABISIETCS JOCTOBEPHOH M TOYHOM.
Jaunasi cepust ObUIa NPOW3BEACHA, BKIIOYAs YHNAKOBKY/MapKHPOBKY, M IPOKOHTPOJMPOBAaHA HA YKa3aHHOH BBILIEC IPOHM3BOACTBEHHON
IUIOIIA/IKE B MTOJTHOM COOTBETCTBHU ¢ TpeboBaHmaMu Hamnexxameit [Iponssoncteennoit [Ipaktuku (GMP) u Tpe©GoBaHUSIME HOPMAaTHBHOM
nokymenranuu JII1-Ne(001749)-(PT-RU)-300123 u yreepxnennoi cnemudpuranuein Ne SPC-CC-034990 . TIpoToKoss! IPOM3BOACTEA,
YNAKOBKU M MPOBEJCHHBIX AHAIM30B JUIS JAHHOW CepUM OBLIM NMPOAHATU3MPOBAHBI M CHCTAHO 3aKJIOYCHHE, YTO OHU COOTBETCTBYIOT
tpeboBanusaM Hamnexameit [IpomsBoacreennoit [Ipaktiku (GMP).

Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Ilognuch Yogesh Mehta Arun Patyal Sandeep Semwal
Date / laTa W
14 Jul 2026 14 Jul 2026 14 Jul 2026
20:28:21IST 20:29:17IST 20:36:18 IST
aabdbe4c-6cé64-4aad-b9b9-55de88c2aa37 £8185c2¢-2686-4590-9d65-3d03424bcall 728111d2-edb2-42fb-a2fa-fb3908e5d8c1
Name / ®HO Yogesh Kumar Mehta Arun Patyal Sandeep Semwal
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Sr. Manager -QA

FCM/QA054/08.00
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